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INTRODUCTION
The registrant AMVAC has submitted an application to amend the registration of 1-Naphthalene acetic

jum reflecting the addition of atternate manufacturing site in

The registrant has originally submitted a proposed alternate CSF (dated
02-22-08) to represent the altemate production site he registrant has also submitted product
chemistry data for the 830 series group A supporting the proposed alternate CSF with MRID Nos.
473545-01 through 473545-06. The reviewer on April 30, 2008 contacted the registrant (Mr. Jon C.
Wood) and apprised him regarding the issues with the proposed alternate CSF (dated 02-22-08),
presence of new impurities, the proposed product label and the group B product chemistry data. To
resolve all the issues, Ms. Kaila Moran of AMVAC on May 7, 2008 sent the communication which
included: request to change the originally submitted alternate CSF (dated 02-22-08) to proposed basic
CSF (dated 05-05-08) and will replace the current basic CSF (dated 02-17-88), a revised & corrected
product tabel (Ref. No. 218-200805055r2), a certified statement that the new impurities present are not
considered to be of any toxicological significance and cited MRID No. 40523003 for group B (physical-
chemical properties) data for the technical produced [l TRB has been asked to determine whether
the data submitted corresponding to 830 series group A support the proposed basic CSF (dated 05-05-
08) and determine its acceptability.

SUMMARY OF FINDINGS
1. The nominal concentration of the active ingredient NAA sodium salt tgai/mup (96.22%) concurs with

the revised product label claim nominal concentration of 96.22%. The current basic CSF (dated 02-17-88)
has nominal concentration of 97% with a lower certified limit of 95% as the product label claim.

2. The proposed CSF for basic formulation (dated 05-05-08) is filled out correctly & completely. The
nominal concentration of the Al (96.22%, dry) in the CSF concurs with the revised product label claim
nominal concentration (96.22%). The values (% wt.) of the active ingredient and the impurities have been
corrected to an anhydrous basis, because of the hygroscopic characteristics of the active ingredient. The
proposed basic CSF is in compliance with PR Notice 91-2. The proposed certified limits for the Al are
based on the minimum assay set for acceptance of this material and the maximum assay is set based on
the reasonableness of making material having an assay greater than 99.5% without extraordinary
procedures. The certified limits for the impurities are based on the variability of the observed values for
precursors to these impurities in five batch analysis of the seven samples from the production of the Al
and the averages of the various analyses.
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The product chemistry data submitted corresponding to guideline reference 830.1550 (product identity &

composition) and 830.1750 (certified limits) satisfy the data requirements of 40CFR§158.320 and 158.350
respectively [MRID No. 473545-01 & 473545-06).

3. The product chemistry data submitted corresponding to guideline reference 830.1600 (description of
material used to produce the product) satisfy the data requirements of 40CFR§ 158.325. The registrant

has provided the M 's for all micals used during the synthesis of NAA sodium satt tgai/mup
produced by MRID No. 473545-02].

4. The product chem nstry data subm med correspondlng to gmdelme reference 830. 1620 (descrlptlon of

The details of the
manufacturing process have been provided. The processing conditions include good manufacturing
practices during the production. The final product was checked for its specifications. The manufacturing
process followed by producer is not the same as the production process followed by the basic
manufacturer [MRID No. 473545-03].

5. The product chemistry data submitted corresponding to guideline reference 830.1670 (discussion on
the formation of |mpum|es) satlsfy the data requirements for 40CFR§158.340. During the production of

RID No. 473545-04 and

ini to iuideline 830.1700 iﬁeliminﬁ analﬁisi satis“ the data

letter dated May 7, 2008].

6. The data submitted correspond
requirements of 40CFR§158.170.

MRID No. 473545-05].

8. The data submitted corresponding to guidelines 830.1800 (enforcement analytical method) satisfy the
data requirements of 40CFR§158.180. The analytical method described in item # 7 was used as
enforcement analytical method [MRID No. 473545-05].
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CONCLUSIONS

TRB has evaluated the proposed basic formulation CSF and the supporting 830 series group A data and
concluded that:

1. The product chemlstfy data submitted for 830 series group A which included the guidelines- 830.1550,
8301600, 830.1620, 830.1670, 830.1700, 830.1750 and 830.1800 are acceptable and support the
proposed basic CSF (05-05-08).

2. The proposed basic CSF (dated 05-05-08) is acceptable and will supersede the current basic CSF
(dated 02-17-88).

3. There are [JJlflnew impurities identified in the technical produced For the names of the
impurities, please refer to Confidential Appendix on Page #6. The registrant given a certified
statement (dated May 7, 2008) that new impurities identified are not considered to be toxicological
significant.
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8301550, Product Identity & composition: (MRID No.473545-01)

Chemical and Common names
Product Name : 1-Naphthaleneacetic Acid, Sodium Salit
Chemical Name : Sodium 2-(1-Naphthyl)acetate
Common Name(s) : Sodium 2-(1-Naphthyl)acetate, Sodium
salt of a-Naphthaleneacetic acid,
‘ NAA.Na, NAANa
CAS Number : 61-31-4

Structural Formula CH,COO-Na+

Empirical Formula : C,,H,0,Na
Molecular weight  : 208.2
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Tabie 1. Group A data for 1 acetic acid sodium salt Technical ]
= ][Requrement ][MRID____|[Status__] [Detaits and /or Deficiency ]
830.1550 473545-01

Product identity and composition | Basic CSF A

05-05-08

8301600 | Description of materials usedto | 473545-02 A For details see MRID number

produce the product
830.1620 | Description of production 473545-03 A For detalls see the MRID number

For details see MRID number & letter dated

830.1670 | Discussion of formation of 473545-04 A May 7, 2008
impurities
For details MRID Number
830.1700 | Preliminary analysis 473545-05 A
830.1750 | Certified limits 473545-06 A For details see MRID number
830.1800 | Enforcement analytical method 473545-05 A For details see MRID number

A = Acceptable; N = unacceptable (see Deficlency); /A = Not Applicable; G = Data gap; | = In progress or need upgrade; U
= Up-grade (additional information required
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